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alloy, such as cobalt-chromium-molyb-
denum, but the socket of the compo-
nent is made of ultra-high molecular
weight polyethylene. The femoral com-
ponent has metallic runners which
align with the ultra-high molecular
weight polyethylene tracks that press-
fit into the metallic tibial component.
The generic class also includes devices
whose upper and lower components are
linked with a solid bolt passing
through a journal bearing of greater
radius, permitting some rotation in the
transverse plane, a minimal arc of ab-
duction/adduction. This generic type of
device is limited to those prostheses
intended for use with bone cement
(§888.3027).
(b) Classification. Class II.

§888.3520 Knee joint femorotibial
metal/polymer non-constrained ce-
mented prosthesis.

(a) Identification. A Kknee joint
femorotibial metal/polymer mnon-con-
strained cemented prosthesis is a de-
vice intended to be implanted to re-
place part of a knee joint. The device
limits minimally (less than normal
anatomic constraints) translation in
one or more planes. It has no linkage
across-the-joint. This generic type of
device includes prostheses that have a
femoral condylar resurfacing compo-
nent or components made of alloys,
such as cobalt-chromium-molybdenum,
and a tibial component or components
made of ultra-high molecular weight
polyethylene and are intended for use
with bone cement (§888.3027).

(b) Classification. Class II.

§888.3530 Knee joint femorotibial
metal/polymer semi-constrained ce-
mented prosthesis.

(a) Identification. A knee joint
femorotibial metal/polymer semi-con-
strained cemented prosthesis is a de-
vice intended to be implanted to re-
place part of a knee joint. The device
limits translation and rotation in one
or more planes via the geometry of its
articulating surfaces. It has no linkage
across-the-joint. This generic type of
device includes prostheses that consist
of a femoral component made of alloys,
such as cobalt-chromium-molybdenum,
and a tibial component made of ultra-
high molecular weight polyethylene

§888.3540

and is limited to those prostheses in-
tended for use with bone cement
(§888.3027).

(b) Classification. Class II.

§888.3535 Knee joint femorotibial (uni-
compartmental) metal/polymer po-
rous-coated uncemented prosthesis.

(a) Identification. A knee joint
femorotibial (uni-compartmental)
metal/polymer porous-coated
uncemented prosthesis is a device in-
tended to be implanted to replace part
of a knee joint. The device limits
translation and rotation in one or more
planes via the geometry of its articu-
lating surface. It has no linkage across-
the-joint. This generic type of device is
designed to achieve biological fixation
to bone without the use of bone ce-
ment. This identification includes
fixed-bearing knee prostheses where
the ultra-high molecular weight poly-
ethylene tibial bearing is rigidly se-
cured to the metal tibial baseplate.

(b) Classification. Class II (special
controls). The special control is FDA’s
guidance: ‘‘Class II Special Controls
Guidance Document: Knee Joint
Patellofemorotibial and Femorotibial
Metal/Polymer Porous-Coated
Uncemented Prostheses; Guidance for
Industry and FDA.” See §888.1 for the
availability of this guidance.
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§888.3540 Knee joint patellofemoral
polymer/metal semi-constrained ce-
mented prosthesis.

(a) Identification. A knee joint
patellofemoral polymer/metal semi-
constrained cemented prosthesis is a
two-part device intended to be im-
planted to replace part of a knee joint

in the treatment of primary
patellofemoral arthritis or
chondromalacia. The device limits

translation and rotation in one or more
planes via the geometry of its articu-
lating surfaces. It has no linkage
across-the-joint. This generic type of
device includes a component made of
alloys, such as cobalt-chromium-mo-
lybdenum or austenitic steel, for resur-
facing the intercondylar groove (fem-
oral sulcus) on the anterior aspect of
the distal femur, and a patellar compo-
nent made of ultra-high molecular
weight polyethylene. This generic type
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